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02-2707(JCL), Ortho-McNeil Pharmaceutical, Inc., v. Kali Laboratories, Inc:. First 

Amended Complaint for Patent Infringement, July 27, 2005 

In the United States District Court for the District of New Jersey, Civil Action No. 
02-2707(JCL), Ortho-McNeil Pharmaceutical, Inc., v. Kali Laboratories, Inc:. 
Defendant Kali Laboratories, Inc.'s Second Amended Answer, Counterclaim, and 
Jury Demand and Defendants Par Pharmaceutical Companies, Inc.'s and Par 
Pharmaceutical, he's Answer, Counterclaim, and Jury Demand, August 25, 2005 
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In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 

Industries Ltd., Videotape Deposition of Eric Smith, Ph.D., May 13, 2005 

In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., Deposition of Dr. David Schoenfeld. May 17, 2005 
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In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., Deposition of Donald Stanski, M.D.. May 27. 2005 (REDACTED) 
In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 

Industries Ltd., Deposition of Dr. Gilbert Fanciullo, June 14, 2005 _ 

In the United States District Court for the Eastern District of Michigan, Civil Action 
No. 2:04CV73698, Ortho-McNeil Pharmaceutical, Inc., v. Caraco Pharmaceutical 
Laboratories, Ltd., Caraco's Supplemental Response to Plaintiffs First Set of 

Interrogatories, June 14, 2005, REDACTED 

In the United States District Court for the Eastern District of Michigan, Civil Action 
No. 2:04CV73698, Ortho-McNeil Pharmaceutical, Inc., v. Caraco Pharmaceutical 
Laboratories, Ltd, Caraco's Second Supplemental Response to Plaintiffs First Set o 
Interrogatories, June 24, 2005 
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I 267 I In the United States District Court for the Eastern District of Michigan, Civil Action 
ill No. 2:04CV73698, Ortho-McNeil Pharmaceutical, Inc., v. Caraco Pharmaceutical 

Ilk Laboratories, Ltd., Expert Report of Donald R. Stanski, M.D. August 5, 2005, 

/V REDACTED . 

Tl 268 In the United States District Court for the Eastern District of Michigan, Civil Action 

\ I No. 2:04CV73698, Ortho-McNeil Pharmaceutical, Inc., v. Caraco Pharmaceutical 

V Laboratories, Ltd., Expert Report of Eric P. Smith, Ph.D„ August 8, 2005 

\ I r 269 In the United States District Court for the Eastern District of Michigan, Civil Action 
\ V / No. 2:04CV73698, Ortho-McNeil Pharmaceutical, Inc., v. Caraco Pharmaceutical 

V Laboratories, Ltd., Ormo-McNeil's Opposition to Caraco's Motion for Summary 
Judgment of Non-Infringement, August 29, 2005, REDACTED 
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In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Ortho- 
McNeil's Brief in Opposition to Kali's Motion for Summary Judgment of Invalidity 
and Noninfringement of U.S. Patent No. 5,336,691 : Claim 6 (July 21, 2004) 
{Redacted] 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Ortho- 
McNeil's Rule 56.1 Statement of Disputed Material Facts in Opposition to Defendant 
Kali's Laboratories' Motion for Summary Judgment of Invalidity and 
Noninfringement of U.S. Patent No. 5,336,691 : Claim 6 (July 21, 2004) [Redacted] 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Reply 
Brief in Support of Defendant Kali Laboratories' Motion for Summary Judgment of 
Invalidity and Noninfringement of U.S. Patent No. 5,336,691: Claim 6 (Aug. 23, 
2004) [Redacted] 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Ortho- 
McNeil's Surreply in Opposition to Kali's Motion for Summary Judgment of 
Invalidity and Noninfringement of U.S. Patent No. 5,336,691 : Claim 6 (Sept. 21, 
2004) [Redactedl 



170 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Rule 
56.1 Statement of Undisputed Facts for Defendant Kali Laboratories' Motion for 
Summary Judgment of Invalidity Under the 35 U.S.C. § 1 02(b) Public Use Bar (May 
28, 2004) [Redacted) 



171 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Ortho- 
McNeil's Brief in Opposition to Kali's Motion for Summary Judgment of Invalidity 
Under the 35 U.S.C. § 102(b) Public Use Bar (July 21, 2004) [Redactedl 
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In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Ortho- 
McNeil's Statement of Material Facts in Dispute With Respect to Kali's Motion for 
Summary Judgment of Invalidity Under the 35 U.S.C. § 102(b) Public Use Bar (July 
21, 2004) 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Reply 
Brief in Support of Defendant Kali Laboratories' Motion for Summary Judgment of 
Invalidity Under the 35 U.S.C. § 102(b) Public Use Bar (Aug. 23, 2004) 



174 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Volume 1 A of Materials Supporting Ortho-McNeiPs Oppositions to Kali's Motions 
for Summary Judgment: Declaration of Jeffrey P. Kushan (Part 1 of 2),with 
attachments 1 thru 9, July 21, 2004, Volume IB of Materials Supporting Ortho- 
McNeil's Oppositions to Kali's Motions for Summary Judgment: Declaration of 
Jeffrey P. Kushan ( Part 2 of 2) with attachments 10 thru 30, Volume 1C pf Materials 
Supporting Ortho-McNeil's Oppositions to Kali's Motion for Summary Judgment- 
with attachments Tabs 1 thru 4 (all dated on or about July 21, 2004) [Redacted] 
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In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Robert B. Raffa (2nd Day) (Apr. 21, 2004) 



176 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Ronald Tallarida, Ph.D, (Mar. 24, 2004) 



177 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Ralph Palo (Mar. 18, 2004) 



178 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Ravi Desiraju (Jan. 21, 2004) 
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179 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Natasha Rogozenski (Mar. 30, 2004) 
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In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Robert Medve, M.D. (Dec, 2, 2003) 



180 



181 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Marc Kamin (Dec. 4, 2003) 



182 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Abraham Sunshine (Mar. 12, 2004) 



183 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Stephen Cooper, Ph.D. (Mar. 26, 2004) 



184 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Marvin Ladov (Feb. 11, 2004) 



185 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Nicholas Landekic (Apr. 5, 2004) 



186 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Rebecca Martinez (Mar. 23, 2004) 



187 



In the United States District Court For The District of New Jersey, Civil Action No 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Ellen Codd (Mar. 31, 2004) 



188 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Laura Glauda (Mar. 5, 2004) 



189 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Fredrick Minn (Mar. 26, 2004) 



190 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Ramin Valian (Mar. 30, 2004) 
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191 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Second Expert Report of Dr. Charles E. Inturrisi (July 15, 2004), 3 pages 



192 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Second Expert Report of Howard T. Thaler, Ph.D. (July 19, 2004), [Redacted] 



193 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Third 
Expert Report of Dr. Charles E. Inturrisi (Sept. 15, 2004), with attached exhibits 16 
thru 19 



194 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Third 
Expert Report of Howard T. Thaler, Ph.D. (Sept. 27, 2004) 



195 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Expert Report of Gordon Rausser, Ph.D. (Oct. 8, 2004), with attached exhibits 1 thru 
10 



196 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Expert Report of Dr. Lee S. Simon (Oct. 6, 2004), with attached exhibits 1, 2 



197 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Expert 
Report of Gary P. Thomas, M.D. on Behalf of Defendant Kali Laboratories, (Oct. 
11, 2004), with attached exhibits 1 thru 3 



198 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v, Kali Laboratories, Inc.: 
Expert Report of James Morrison on Behalf of Defendant Kali Laboratories, Part I of 
2, and Part 2 of 2 (Sept. 22, 2004), with attached exhibits 1 thru 25 



199 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Expert Report of Donald R. Stanski (June 15, 2004), with attached exhibits 1 thru 39 
[Redacted] 
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In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Expert Report of Eric Smith (June 14, 2004), with attached exhibits 1 thru 39 
In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Rebuttal Expert Report of Donald R. Stanski (July 19, 2004), with attached exhibits 
1 thru 34 
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203 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Rebuttal Expert Report of Eric Smith, Ph.D. (July 14, 2004), with attached exhibits 1 
thru 12 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Expert Report of Robert M. Bennett (July 13, 2004), with attached exhibits 1 thru 46 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Expert Report of Jeffrey A. Gudin, MD (July 15, 2004), with attached exhibits 1 thru 

33 

In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Expert Report of Clark D. McKeever (July 15, 2004), with attached exhibits 1 thru 
17 



204 



205 



206 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Expert Report of Leslie S. Zun (July 15, 2004), with attached exhibits 1 thru 24, 25 
thru 46 



207 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Expert Report of Richard P. Rozek, Ph.D. (July 19, 2004), with attached exhibits A 
thru Q [Redacted] 
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208 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Rebuttal Report of Michael Sofocleous (July 19, 2004), with attached exhibits A thru 
L 
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In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Second Rebuttal Report of Eric Smith, Ph.D. (Oct. 8, 2004), with attached exhibits 

Bates Numbers ES-RR2-0001 thru ES-RR2-001 l|Redacted] 

In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Third 
Expert Report of Donald R. Stanski, M.D. (Oct. 11, 2004), with attached exhibits 
Bates Number DS-RR2-0001 
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211 



212 



213 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 

Fourth Expert Report of Donald R. Stanski, M.D. (Nov. 18, 2004), 

In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Rebuttal Expert Report of Richard P. Rozek, Ph.D. (Nov. 19, 2004), with attached 

exhibits Bates Numbers OMP RR RR 0001 thru, OMP RR RR 0285 

In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Expert Report of Dr. Robert M. Bennett to address new issues raised by Drs. Thomas 
and Simon (Nov. 18, 2004), with attached exhibits 1 thru 6 



214 



In the United States District Court For The District of New Jersey, Civil Action No 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Fourth Expert Report of Eric Smith, Ph.D. (Nov. 17, 2004), with attached exhibits 
Bates Numbers ES-RR3-000 1 -ES-RR3-0002 



215 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Expert Report of Cynthia G McCormick (Nov. 18, 2004) 



216 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Stephen Grond (Dec. 21, 2004) 



217 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 

Deposition of Howard T. Thaler (Jan. 25, 2005) IRedactedl 

In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Charles E. Inturrisi (Feb. 25, 2005) 
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219 



In the United States District Court for the District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Harry F. Manbeck, Jr. (Feb. 2, 2005), In the United States District 
Court for the District of New Jersey, Civil Action No. 02-5707 (JCL), Ortho- 
McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Supplemental Expert Report 
of Harry F. Manbeck, Jr. October 11, 2004, 2 pages 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 

Deposition of Gordon Rausser, Ph.D. (Jan. 14, 2005) 

In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: . 
Deposition of Lee S. Simon (Dec. 8, 2004) 



222 



In the United States District Court For The District of New Jersey, Civil Action No 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Gary P. Thomas (Dec. 3, 2004) 



223 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of James C. Morrison (Jan. 10, 2005) 



224 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Donald R. Stanski, M.D. (Jan. 5, 2005) [Redacted] 



225 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 

Deposition of Dr. Eric Peter Smith (Dec. 10, 2004) {Redacted] ; 

In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Robert M. Bennett, M.D. (Jan. 12, 2005) 
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227 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Jeffrey A. Gudin, M.D. (Jan. 7, 2005) 
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In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Clark D. McKeever (Nov. 11, 2004) 
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In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Leslie S. Zun (Nov. 9, 2004) 



230 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Richard P. Rozek, Ph.D. (Dec. 14, 2004) . 



231 



In the United States District Court For The District of New Jersey, Civil Action No. 
02-5707 (JCL), Ortho-McNeil Pharmaceutical, Inc. v. Kali Laboratories, Inc.: 
Deposition of Michael Sofocleous (Dec. 16, 2004) 



232 



In the United States District Court For The District of New Jersey, -, Ortho-McNeil 
Pharmaceutical, Inc. v. Kali Laboratories, Inc.: Deposition of Cynthia G. 
McCormick (Jan. 13, 2005) 



233 



In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals, USA, Inc., Complaint, (Feb. 25, 2004) 



234 



In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Teva Pharmaceutical Industries LTD.'s Answer, Affirmative 
Defenses, Counterclaims and Demand for Jury Trail (March 19, 2004), Teva 
Pharmaceuticals USA, Inc.'s Answer, Affirmative Defenses, and Counterclaims 



235 



In the United States District Court for the District of New Jersey, Civil Action No:. 
04-886(HAA), Teva Pharmaceutical Industries Ltd.'s Amended Answer, Affirmative 
Defenses, Counterclaims and Demand for Jury Trial (Oct. 26, 2004), Teva 
Pharmaceutical USA, Inc.'s Amended Answer, Affirmative Defenses, Counterclaims 
and Demand for Jury Trial (October 26, 2004) 
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In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Plaintiffs Brief in Opposition 
to Teva's Motion for Summary Judgment of Invalidity and Noninfringement of U.S. 
Patent No. 5,336,691 : Claim 6 (Feb. 17, 2005) [Redacted] 
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In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc. Rule 56. 1 Statement of 
Undisputed Material Facts in for Defendants Teva Pharmaceutical Industries Ltd. 
And Teva Pharmaceutical USA, Inc.'s Motion for Summary Judgment of Invalidity 
and Noninfringement of U.S. Patent No. 5,336,691: Claim 6 (January 18, 2005) 
[Redacted] 



238 



In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Brief in Support of Teva 
Pharmaceutical Industries Ltd. And Teva Pharmaceutical USA, Inc.'s Motion for 
Summary Judgment of Invalidity and Noninfringement of U.S. Patent No. 5,336,691 : 
Claim 6 (January 18, 2005) [Redacted] , In the United States District Court for the 
District of New Jersey, Civil Action No. 04-886(HAA), Ortho-McNeil 
Pharmaceutical, Inc., v. Teva Pharmaceutical Industries Ltd., and Teva 
Pharmaceuticals USA, Inc., Plaintiffs Rule 56.1 Statement of Disputed Material 
Facts in Opposition to Defendants Teva Ltc. And Teva USA's Motion for Summary 
Judgment of Invalidity and Noninfringement of U.S. Patent No. 5,336,691 : Claim 6 
February 17, 2005 



239 



In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Reply Brief in Further Support 
of Defendants' Motion for Summary Judgment of Invalidity and Noninfringement of 
U.S. Patent No 5,336,691 Claim 6, March 15, 2005 (Redacted) 



240 



In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Declaration of William L. 
Warren in Support of Defendants' Motion for Summary Judgment (Jan. 18, 2005) 
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In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 

Industries Ltd., and Teva Pharmaceuticals USA, Inc., Teva Pharmaceuticals USA, 
Inc.'s Responses and Objections to Plaintiff Ortho-McNeil Pharmaceutical, Inc/s 
First Set of Interrogatories [Redacted] 
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In the United States District Court for the District of New Jersey, Civil Action No 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Teva Pharmaceuticals USA, 
lnc.'s Supplemental Responses and Objections to Plaintiff Ortho-McNeil 
Pharmaceutical, Inc.'s First Set of Interrogatories, November 29, 2004 



In the United States District Court for the District of New Jersey, Civil Action No 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Teva Pharmaceuticals USA, 
Inc.'s Supplemental Responses and Objections to Plaintiff Ortho-McNeil 
Pharmaceutical, Inc.'s First Set of Interrogatories, December 10, 2004 



In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Deposition of Paul Short (Nov. 

22, 2004) . . 

In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Deposition of Robert W. Croce 
(Nov. 22, 2004) 



245 



246 
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In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Expert Report of David 
Schoenfeld, Ph.D. (Mar, 31, 2005) 



In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Expert Report of Gilbert J. 

Fanciullo, M.D., (Mar. 17, 2005) 

In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Expert Report of Donald R. 
Stanski , M.D.(Jan. 14, 2005), [Redacted] 



247 



248 



249 



In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Expert Report of Eric Smith, 
Ph.D. (Jan. 14, 2005) 
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In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Fifth Expert Report of Donald 
R. Stanslti, M.D. (Apr. 15. 2005), with attached exhibits 
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254 



255 



256 



In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Onho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Expert Report of J. Michael 
Thesz (Apr. 29, 2005), with attached exhibits 



In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Expert Report of Alan Cowan 

(Apr. 15, 2005), with attached exhibits 

In the United States District Court for the District of New Jersey, Civil Action No. 
04-886(HAA), Ortho-McNeil Pharmaceutical, Inc., v. Teva Pharmaceutical 
Industries Ltd., and Teva Pharmaceuticals USA, Inc., Fifth Expert Report of Eric 
Smith (Mar. 28, 2005), with attached exhibits 



Patent certification notice under Section 5Q5(j)(2)(B)(ii) of the Federal Food, Drug, 
and Cosmetic Act 21 U.S.C.Section 355(j)(2(B)(ii) and 21 CJJL Section 314.95 

from Caraco Pharmaceutical to Ortho-McNeil (Aug. 11. 2004) 

In the United States District Court for the Eastern District of Michigan, Ortho- 
McNeil Pharmaceutical, Inc., v. Caraco Pharmaceutical Laboratories, Ltd., Case 
Number 2:04CV73698, Complaint (Sept. 22, 2004) 



In the United States District Court for the Eastern District of Michigan, Ortho- 
McNeil Pharmaceutical, Inc., v. Caraco Pharmaceutical Laboratories, Ltd., Case 
Number 2:04CV73698, Caraco's Answer and Affirmative Defenses (Oct. 13, 2004) 



257 



In the United States District Court for the Eastern District of Michigan, Ortho- 
McNeil Pharmaceutical, Inc., v. Caraco Pharmaceutical Laboratories, Ltd., Case 
Number 2:04CV73698, Caraco's Response to Plaintiffs First Set of Interrogatories, 
(April 12, 2005) 
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